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CERTIFICATION

Objectives:

Program Manager Accessing and Logging In
Program Manager Certifying Batches
Approving Manager Accessing and Logging In
Approving Manager Certifying Batches

DETAILS EXAMPLE

Gutject RWE-MD “advance Notficatian - 3408,

This is a reminder of the annual recertification process required for continued participation in the Health Resources and Services Administration’s

AM/PM Advance Notiﬁcation (HRSA) 3408 Drug Pricing Program administered by the Office of Pharmacy Affairs (OPA).

A link to your records will be provided via email in order to ensure your provider clinics’ eligibility to continue participation in 3486, please review,
update and certify information on your entities when you receive this link to your 348 records. You will only need to electronically sign one

° Program Manager and certification document after your submission of all information.

It is extremely important that you update this data if any changes have been made. Manufacturers and distributors increasingly enforce the requirement

Approving Manager receive an for exact matches of Informatlon prior to providing access to 3468 pricing.

o . - - In order to aveid drug diversion and possible fraud, unfunded or non-participating entities must be decertified. Instructions on making edits and
Advance Noaotification via email subaissfons are detatled ot
rom OPA as areminaer o t e CERTIFICATION RESPONSES ARE DUE FROM GRANTEES BY 12/31/2011. This allows time for the Office of Pharmacy Affairs to review documents prior to the

quarterly database posting deadline.

annual rece rtlflcatlon process' Please be advised that the 3488 Program requires that all contracted or delegated provider sites (i.e., satellites and subgrantees) that purchase 3488

drugs to be registered in order for patients of those sites to be eligible to receive 3488 drugs. If your organization has additional or new sites, you
will need to electronically submit a 34@B Program Reglstration Form at hitp://opanet.hrsa.gov/opa/CERegister.aspx for each site. This activity is
separate from the recertification of existing sites.

Updates on the 3408 program are regularly posted on the Office of Pharmacy Affairs website at http://uww.hrsa.gov/opa

This annual certification is a requirement under Section 3408 of the Public Health Service Act.

Questions regarding this project may be directed to the Pharmacy Services Support Center (PSSC) Help Line by calling 282-449-9473, or by sending an email
to 348B.recertificationghrsa.gov.
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OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

PM Electronic Revalidation Batch
Notification

e PM receives email notification
that a Recertification Batch is
ready for certification.

e Email notification provides
instructions including URL link,
User Name and Password.

Program Manager Login

e PM can login in 340B application
using the URL in the PM Login
email or from 340B OPA 340B
Homepage.

e URL link provides access to the
Authentication and Authorization
window opens.

1. Copy and paste user name in
User Name field.

2. Copy and paste password in
Password field.

3. Click the button and

the U.S. Government Warning
pop-up window displays.

Frem sdmegtrss cov Sent wed 32372001 104
rec Sorcra Desench

ce

sobject _aDaprL

welcone to the 3408 Recertification for Ryan Wnite ADAP Direct Purchase.
recertify the Entities’ information annually.

: b tost 4 004 Mog Test/ 2BATCH 1D=374
Username: ADAD-FL

Tn order to ensure your entities’ continued eligibility to participate in 3488, you must review and

Password: Yai%e'ls

HELPFUL HIN

nternet Explorer as your Internet Growse
dous asks "Do you mant to continue?”, click YES
- If Windous asks “0o you want to save your password?”, click WO

FIRST TIME L0G In stees:
Log:1n to the EiCu wih enalusataias i fasmuind: pesvided: iove: 1 L1 KLUADLA 10 200y sed pRETE sAM-AMIHIAL pussuied frem chl3 dmaiks
2, Reset your password. The pasivord must be 612 charecters 1ong and include one of These valid special chacecters § 8 5 % 2 & *
3. Eoath Lonttomstion of your e pasevord will arvive. Uge the Link tn the confiradtion enstl to of n and persorn your slectronic recertification at your earilest
conventence.
Please conplete revaligation by €7/23/2016.

If an entity has only a PO Box, OPA must have a strest address for that entity. Please make sure to review the submitted data and make any necessary updates as needed.

ADDITIONAL TNFORMATION:
his year, we uill be asking entities to veri:

their Medicaid billing information. Entities nust verify whether Medicaid is billed for drugs purchased at 3408
, & curcent Madicald provider nusber/W1 nusber must be pravided. More information on Medicald billing snd the 3466 Program Will be svailable in s online
to:/ /omed hrss. gov/ hta or contact the 3408 Recertification Help Desk at 202.449.9473 for direct assistance.

prices. 1f
tutordal at

- If you are missing any entities or have received any in error, please notify us immedistely.
- The fields for authorizing Inforsation have been populsted for you. The authorizing official is the Grantee Contact provided to us by the HIV ALds Bureau,
- PLEASE be sure to Include 3 current emall address for each entity contact when you update an entity record.

- Need more detailed Insteuctions? Click here for our helpful user manual: hItpi//09anet,nrsa,gov/0pa/Manuals/Public User Recertification Manual.pdf

- Once you have cospleted your batch, we Will send you a sumeary as well as the Certification Docusentation,

will also send a batch view link to your HAB Project OFficer for review and approval. Once approval is received from your Project Officer, we will submit
information to the 3408 Office of Pharmacy Affairs Database. You will receive an email confirmation from us once all approvals have been received and processed.

NEED HELPY
You nay contact us through ey of the following:
Phone/FAX: 202-449-3473

Enot1: 2408

“HRSAB10B
Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers ¥ I\eports

Welcome to OPA

User Name: ADAP_LA

Forgot User ID?/Forgot Password?

HRSA system users are required to comply with HRSA infarmation technolagy (IT) security policies regarding the protection
of HRSA information systems from misuse, abuse, loss, or unautherized access or modification. By logging on to this
system you certify that you have read. understand and agree to comply with the Office of Pharmacy Affairs System
Rules of Behavior.

HHS Privacy Policy Notice

U.5. Department of Health and Human Services (HHS) March 23 2011 Questions, C or i
Health Resources and Services Administration (HRSA) Sas PN ET Email Us: OPA340BProgram@hrsa.gov
Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 300 - 628 - 5287
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DETAILS EXAMPLE

. Windows Internet Explorer
Click the button.

% ) fouare accessing L5, Gavernment infarmation system. This nformatian system s provided for U.5. Gavernment:-authorized use only.

»

Unauthorized or impraper user of this system may result in disciplinary action, 2s well as chvl and eriminal penalties.
By using this information system, you understand and consent ta the Faloning:

- You have no reasonable expectation of privacy regarding any communications or data transiting or stored on this Information system, At any time, and For any lawful
Government purposs, the government may monikor, intercept, and search and seize any communication or data transiting or stored on this information system.

- Ay communication or data Eransiting or stored on this information system may be disclossd or used for any lawful Gavermment purpose,

5. Copy and paste password from

email in Enter old password field. @HRSA 340B
6 . E nter a neW paSSWO rd . Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

New password must consist of Change Password
the following:

o 61to 12 characters Enter old password:

o 1 Uppercase letter S T

o 1 Special Character

@1 #! %l &l *! $! /! N HHS Privacy Policy Notice
7' CIiCk the U.S. Department of Health and Human Services (HHS)
[ Change Password | button

and an email acknowledgement
is sent that the password is
updated.

Mareh 23, 2011 Questions, Comments, or Suggestions
Health Resources and Services Administration (HRSA) Bet PN ET Email Us: OPA340BProgram@hrsa.gov
Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 800 - 628 - 5297

User ID and Password are
based on Grant Numbers
and cannot be reused once all
Batches in an Initiative have
been reviewed and certified.

~s& | The Program Manager’s
>

Program Manager Certifications ‘@H RSA 3408
1 . P M na.Vlga.teS tO the Ba.tCh Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Dashboard and the status for Recertification Tnitiative Name: & Bstch & Soncy Entity Typer fyon i Fert 8 ADAR DiretFurchose
. . Batch Name: ADAP-LA Certified Before: 10/21/2004
each CE is listed as Incomplete.
Covered Entities

2. Click on 340B ID hyperlink for e s o s ¢ sovsreo= 10| [Sel
each CE and the Covered Entity I e any
Detail screen displays.

" PM
State 2P cortification

1 RWIID70806 ADAP-LA  EARL K. LONG MEDICAL CENTER BATON ROUGE La 70808 |Incemplete

] RWIID71130 ADAFLA LSUHSC SHREVEFORT SHREVEFORT LA 71130 Incemplete

1 RWIID71202 ADAP-LA  LSUHSC - E.A. CONWAY MEDICAL CENTER MONROE LA 71202 Incemplete

)@ PM Cannot eXpOI't data. (] RWIID71306 ADAP-LA  HUEY F. LONG MEDIGAL CENTER ALEXANDRIA LA 71211 Incomplete
e

HHS Privacy Policy Notice

U.S. Department of Health and Human Services (HHS)

March 23, 2011 Questions, Comments, or Suggestions
Health Resources and Services Administration (HRSA) SEaENET Email Us: OPA340BProgram@hrsa.gov

Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 800 - 628 - 6257
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DETAILS EXAMPLE

4. For each 340B ID, repeat same
as process. HRSA 3108

Home Covered Entities ¥ Contract Pharmacies v Manufacturers v Reports

5. Click Edit button to change Covered entity Details

information in applicable field(s). T — =
I Entity Name: EARL K. LONG MEDICAL CENTER Entity Type: Ryan White Part B ADAP Direct Purchase
. Entity Sub-Division Name: MID-CITY PHARMACY Grant ID Number: ADAP-LA
6. Click the button to Medicare Provider Number.
certify that CE has been covered Entity Addross
Edit

certified. Hoin Address

- button returns to Batch

BATON ROUGE, LA 70806
C d Entity Date Infi ti
Dashboard_ overed Entity Date Information cait

Registration Date: Participating Start Date: 7/1/2008

Participating Approval Date: 822008 Termination Date:

Termination Reason:

Decertifying _

e Selecting the button i Comments:

indicates that the CE is not being Medicaid Billing Information —

Certlfled . You must answer the following question regarding Medicaid Billing:

o Decertifying requires:
o Termination Date Contact Information

Authorizing Official

o Termination Reason of Names HEATHER WEAVER LoSi

Title: TAB COORDINATCR

Decertify/Defunded phone: o4zt Ext

Will you bill Medicaid for drugs purchased at 3408 drug price? es

Edit

a Termination n

3408 ID# change/duplicate record S,

At request of covered entity S

Site closed Primary Contact

Mon-response to recertification or revalidation request Name: NIKKI LEE

Decertified/defunded Title: DIRECTOR CUT PATIENT PHARMACY
Failed validation Phone: 2223584320 Ext:

At or below Statutorily Required DSH Pecentage (CAN, DSH, PED, RRC, SCH)
Loss of qualifiying Govt. contract (All Hospitals)

Hospital converted to "for profit” (All Hospitals)

Hospital type change of status (All Hospitals)

Terminated - reason unknown

Terminated for cause
HHS Privacy P Notice

U.S. Department of Health and Human Services (HHS) March 23, 2011 Questions, Comments, or Suggestions|
Health Resources and Services Administration (HRSA) e PN ET Email Us: OPA340BProgram@hrsa.gov]
Office of Pharmacy Affairs (OPA) - 3408 Program Call Us: 1 - 800 - 628 - 6297

Covered Entity Date Information

“*Registration Date: 51172001

1118512004

Continue Unde

Participating Approval Date

Participating Start Date: | 10/1/2001
Termination Date: 32572011

Termination Reason: | Decerified/defunded L

Comments: 12/10/08 UPDATED RDDR (WAS 101 COLLEGE AVE)

Admin Comments:

July 2011 4
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OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Batch Certification Completion

e Grantee Certification screen
displays when the last CE in
each batch is certified or
decertified.

e PM Certification column
indicates status of CE’s
certification.

e Estimated Outpatient Drug
Expenditure only displays for
applicable Program Types.

o Enter dollar amount in
Grantee Certification field.
Include $ sign (i.e.,
$5000.00).

Indicate I checkbox.

2. Select I Authorize and Submit |

button displays, an email
notification is generated to the
Approving Manager.

3. System sends the AM login
email to Approving Manager
based on Entity types (FP. STD,
TB, RWA, RWB Direct, RWB
Rebate) if the Batch Certified by
the Program Manager is the first
Batch in the Initiative.

S For DSH Entity Type, the
= | AMlogin email step to
Approving Manager is
omitted since AM does not
exist. Approving Manager
does not exist.

e System sends an AM Notification
email to the Approving Manager
based on Entity types (FP. STD,
TB, RWA, RWB Direct, RWB
Rebate) if the Batch Certified by
the Program Manager is the not
the first Batch in the Initiative.

*HRSA 3408

Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Grantee Certification

Covered Entities

The number of rows returned: 4

3408 ID Nﬁ:;’;;r Entity Name City State  Zip C':ftimmm
RWIIDT0806 ADAF-LA EARL K. LONG MEDICAL CENTER BATON ROUGE LA 70206 Certified
RWIID71120 ADAF-LA LSUHSC SHREVEFCRT SHREVEPORT LA 71120 Certified
RWIID71202 ADAP-LA  LSUHSC - E.A. CONWAY MEDICAL CENTER MONROE LA 71202 Cartified
RWIID71306 ADAFLA HUEY P. LONG MEDICAL CENTER ALEXANDRIA LA 71311 Certified J
1

Estimated Outpatient Drug Expenditures

The estimeted for covered for the preceding year Janusry 1, 2011 - December 21, 2011,

*Estimated
Outpatient

$5000.00

Drug
Expenditures:

Program Manager

Name: Sandy Deiderich

Title: TAB COCRDINATCR

Phone: s0s-588-747¢  Ext:
Organization: OFFICE OF PUBLIC HEALTH

Authorized Signature

The Entity or Entities 2z updated and certifi=d via the Offics of Pharmacy Affairs' slectronic forms system are recipients of grant funds related to the trestment of Family Flanning (Title X
enly) through this grante. | certify that reasonsble safeguards are in place to assure compliance with the provisions of Section 3408 of the PHS Act that prohibit Drug Diversien and
Double Discounts/Retates

By checking this box, | represent and confirm that | am fully authorized to bind the covered entity and certify that the contents of any stiachment mads or reflected in this document
are truthful and sccurate

| cartify that ble ssfeguards sre in plaos to sssure with the.

F Section 340B of the PHS Act that prohibit Drug Diversion snd Double Discounts/Rebates.

[ Authorize and Submit ] [ Cancel ]

HHS Privacy Policy Notice

U.5. Department of Health and Human Services (HHS) March 23, 2011
Health Resources and Services Administration (HRSA) SsPMET
Office of Pharmacy Affairs (OPA) - 3408 Program Call Us: 1 -

Questions, Comments, or Suggestions
Email Us: OPA340BProgram@hrsa.gov
800 - 628 - 6257

July 2011
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OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Approving Manager Approval

e Receives email notification.

o Initial batch email
includes the login
information.

o Subsequent emails only
include batch certification
notification.

Approving Manager Login

¢ AM logins into 340B application
using the URL in the AM
Login/Notification email or from
HRSA OPA 340B Homepage
URL.

1. Copy and paste user name in
User Name field.

2. Copy and paste password in
Password field.

3. Click the button and

the U.S. Government Warning
pop-up window displays.

3. Click the button.

4. Copy and paste password from
the email in the Enter old
password field.

Enter new password must
consist of the following:
o 6 to 12 characters
o 1 Uppercase letter
o 1 Special Character
@, #, %, & * 8,1,

5. Select the

[ Change Password

| button.

*HRSA 3408

Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Welcome to OPA

User Name: |sdeiderich@primescape.n

Forgot User ID?/Forgot Password?

HRSA system users are required to comply with HRSA information technology (IT) security policies regarding the protection
of HRSA information systems from misuse, abuse, loss, or unauthorized access or modification. By logging on to this
system you certify that you have read, understand and agree to comply with the Office of Pharmacy Affairs System
Rules of Behavior.

HHS Privacy Policy Notice

U.S. Department of Health and Human Services (HHS) Maren 24, 2011 Questions, Comments, or Suggestions
Health Resources and Services Administration (HRSA) Sem AMET Email Us: OPA340BProgram@hrsa.gov

Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 800 - 628 - 6297

Windows Internet Explorer

P ) Youare accessing 3 L5, Government information system. Thisinformation systen is provided for .5, Governmert-authorized use only.
Unauthorized or mproper user of this system may result in disciplinary action, as well as civi and eriminal penaltiss.
By using this information system, you understand and consent ta the folowing:

- ou hawe no reasonable expectation of privacy regarding any communications or data transiting or stored on this information system. At any time, and for anmy lawful
Government purpose, the government may monitor, intercept, and search and seize any communication or data transiting or stored on this information system.

- Any communication or data transiting or stored on this information system may be disclosed or used For any lawful Government purpose,

Change Password

*HRSA 3108

Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Enter new password:

Enter new password again:

Change Password

HHS Privacy Policy Notice

u.S. Department of Health and Human Services (HHS) March 26 2011 Questions, Comments, or Suggestions
Health Resources and Services Administration (HRSA) oar AMET Email Us: OPA340BProgram@hrsa.gov
Office of Pharmacy Affairs (OPA) - 340B Program i Call Us: 1 - 800 - 628 - 6297

July 2011
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DETAILS EXAMPLE

Test340BDatabase @primescape.net

6. Receives emalil To Sovkoboien
acknowledgement that password o - .
has been pdated Subject: Authentication and Autharization Sub System - Change Password
u .

Dear User,
Your password has been updated in Authentication and Authorization Sub System.

Please login using the new password in future.

& | The Approving Manager’s e

:/} User ID and Password Authentication and Authorization Subsystem.
cannot be reused once all
Batches in an Initiative have been
reviewed and certified.

AM Certifications <@HRSA 3408
1 . AM naVIgates tO the Inltlatlve Home Covered Entities v Contract Pharmacies ¥ Manufacturers ¥ Reports

DaShboard ) Initiative Dashboard
2. Click on the Batch Name.

Recertification Initiative Name: RW Bstch & Sandy
Program Type: Ryan White Part B ADAF Direct Purchase
Start Date: 2222011 o
Certification Due Date: 5282011

End Date: £20/2011

“z_‘i AM cannot export data. Certified Befores 1os1200¢

Approval Due Date: 5/28/2011

Initiative Batches
The number of rows returned: 1 RowsPage:

O
# of [ — Approval
seia Batch Name Entities Certification Approval SPRTet
[0 ADAP-LA 4 v Apprnvq
—
1

HHS Privacy Policy Notice

U.S. Department of Health and Human Services (HHS) March 26, 2011 Questions, Comments, or Suggestions
g Email Us: OPA340BProgram@hrsa.gov

Health Resources and Services Administration (HRSA) 41 AM ET
Office of Pharmacy Affairs (OPA) - 340B Program ) Call Us: 1 - 800 - 628 - 6287
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OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

3. Select the Approve link in the
Approve Status column and the
Grantee Certification screen
displays.

4. Make edits to Approving
Manager fields, if applicable.

5. Indicate ¥I checkbox.

Select I Authorize and Submit

button and return to the HRSA
OPA 340B Homepage.

7. Click on 340B ID name to view a
certified CE in the Batch.

SHRSA 3108
Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Grantee Certification

Covered Entities

The number of rows returned: 4

3408 ID et Entity Name City State Zip i iom
RIIDT0808 ADAPALA EARL K LONG MEDICAL CENTER BATONROUGE LA 70808 Cenies
AwIoT1130 ADAPLA LSUMSC SHREVEFORT SHREVEFORT LA 71130 Cerifed
RWIIDT1202 ADAPLA LSUHSC-EA CONWAY MEDICAL GENTER wonROE LA 71202 Genifies
AwinT1208 ADAPLA HUEY B LONG MEDICAL CENTER ALEXANDRIA LA 71311 Cedifed
'

Approving Manager

“Name: |Sandy Deiderich ]

Title: |Project Officer
“Phone: (3014431892 | o] |

Email:

Organization:

Authorized Signature
The Enfity o Enfities ss updated and cerified via the Cffice of Phammacy Affairs o o the reatment of Femily Planning (Title X

s this graniee. | i place o sssure compl e provisions of Section 3408 of fhe PHS Act that prohitit Drug Diversion and
Double Discounts/Rebates.

By chedking this box, | raprasent and confirm that | am fully suthorized to bind the coversd entity snd osrify hst the contents of any sttachment made or reflectad in this document
are truthtul and sccurate.

| oerify that ressonable safeguards are in place 1o sssurs complisnce with the provisions of Section 2408 of the FHS Act that prohibit Drug Diversion end Doutle Discounts/Rebates

Authorize and Submit

HHS Privacy Policy Notice

U.S. Department of Health and Human Services (HHS) \arch 24 2011 i Ce or i
Health Resources and Services Administration (HRSA) et amET Email Us: OPA340BProgram@hrsa.gov
Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 800 - 628 - 6257

*HRSA 3108

Home Covered Entities v Contract Pharmacies v Manufacturers v Reports

Recertification Initiative Name: RW Baich & Sandy Entity Type: Ryan White Part B ADAP Direct Purchase
Batch Name: ADAP-LA Certified Before: 10/21/2004

Covered Entities

The number of rows returned: 4 Rows/Page:

5%,:%, 3408 ID NE';;’E; Entity Name City State  Zip c:':ﬁﬁmﬁm
D RWIID70806 ADAPLA EARL K. LONG MEDICAL CENTER BATON ROUGE LA 70806 Certified
I:l RWIID71130 ADAP-LA  LSUHSC SHREVEPORT SHREVEPORT LA 71130 Certified
D RWIID71202 ADAPLA LSUHSC - E.A CONWAY MEDICAL CENTER MONROE LA 71202 Certified
D RWIID71306 ADAP-LA HUEY P. LONG MEDICAL CENTER ALEXANDRIA [ 71311 Certified
1

HHS Privacy Policy Notice

U.S. Department of Health and Human Services (HHS) Merch 24, 2011 Questions, Comments, or Suggestions
Health Resources and Services Administration (HRSA) a4 AN ET Email Us: OPA340BProgram@hrsa.gov

Office of Pharmacy Affairs (OPA) - 340B Program Call Us: 1 - 800 - 628 - 6297
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DETAILS EXAMPLE
gn . . Thank you for completing the 2811 recertification of your 34@B participating providers and
AM/PM Cel'flflcaflon Comp/eflon clinics. No further action is required on your part at this time.

¢ AMand PM receive email eto:/Jopatest prinvecapesolut ions .nec/Oon Hod Test/CEsearch.asps.
notification when a Batch is
reviewed and approved by OPA.

If you find any errors, please let us know as soon as possible.

NEED HELP OR HAVE ADDITIONAL QUESTIONS?

You may contact the 3488 Recertification Team through any of the following:
Phone: 282-449-9473

Email: 34eB.recertification@hrsa.gov
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